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Aesculap®

Aesculap Spine

Instructions for use/Technical description

activC® handle, reamer guide, chisel guide, trial implants

Note for U.S. users

This Instructions for Use is NOT intended for United States users. Please discard. The Instructions for Use
for United States users can be obtained by visiting our website at www.aesculaplmplantsystems.com. If
you wish to obtain a paper copy of the Instructions for Use, you may request one by contacting your local
Aesculap representative or Aesculap's customer service at 1-866-229-3002. A paper copy will be provided
to you upon request at no additional cost.

Gebrauchsanweisung/Technische Beschreibung

activC® Handgriff, Friserfiihrung, MeiBelfiihrung, Probeimplantate

Mode d'emploi/Description technique

Manche, guide pour fraise, guide pour burin, implants d'essai activC®

Instrucciones de manejo/Descripcion técnica

Mango, guia de escariador, guia de cincel e implantes de prueba activC®

Istruzioni per |'uso/Descrizione tecnica

Impugnatura activC®, guida per la fresa, guida per lo scalpello, impianti di prova
Instrugdes de utilizagio/Descrigdo técnica

Punho, guia de fresa, guia de cinzel, implantes de ensaio activC®
Gebruiksaanwijzing/Technische beschrijving

activC® handgreep, freesgeleider, beitelgeleider, testimplantaten

Brugsanvisning/Teknisk beskrivelse

activC® handtag, remmejernsstyr, mejselstyr, preveimplantater

Bruksanvisning/Teknisk beskrivning

activC® Handtag, frisguide, mejselguide, provimplantat

Kayttoohje/Tekninen kuvaus

activC® -kahva, -kalvinohjain, -talttaohjain, -koeimplantit

Lietosanas instrukcijas/tehniskais apraksts

activC® rokturis, rivurbja vadotne, kaltu vadotne, izméginajuma implanti

Naudojimo instrukcija/techninis aprasas

activC® rankena, plétiklio kreiptuvas, kalto kreiptuvas, bandomieji implantai

WHcTpyKuma no npumennio/TexHu4yeckoe onncaHmne

MpoGHble MMMNaHTaTbl, HAaNPaBNALWas ANs [JOOTA, HaNpasnsiowas Ans Gpesbl, pykosTKa activC®
Navod k pouZiti/Technicky popis

activC® - rukojet, voditko vystruzniku, voditko dlata, zkuSebni implantaty

Instrukcja uzytkowania/Opis techniczny

Uchwyt, prowadnica rozwiertaka, prowadnica dtuta, implanty prébne activC®

Navod na pouzitie/Technicky opis

activC® - rukovit, vodiaci prvok na vystruznik, vodiaci prvok na dlato, skidobné implantaty
Hasznalati tmutatd/Miiszaki leiras

activC® nyél, lyuktagito-vezetd, vésévezetd, probaimplantatumok

Navodila za uporabo/Tehniéni opis

Rocaj, vodilo za povrtalo, poskusni vsadki activC®

Upute za uporabu/Tehnicki opis

Rucka, vodilica razvrtaca, vodilica dlijeta, probni implantati activC®

Manual de utilizare/Descriere tehnica

Maéner, ghidaj pentru alezor, ghidaj pentru dalts, implanturi de prob3 activC®

YnbTBaHe 3a ynotpe6a/TexHuuecko onucaue

PbKoxBaTKa, BOAaY Ha pasiwupuTen, BOAAY Ha Aneto, Npo6HN umnnanTy activC®

Kullanim Kilavuzu/Teknik agiklama

activC® tutamag, rayba kilavuzu, keski kilavuzu, deneme implantlari

08nyieg xpriong/Texviki Teptypagn

Napr activC®, 0dnyog yAugavou, 08nyog opilng, SOKIHATTIKG ERQUTELHOTA
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1. About this document

Note
General risk factors associated with surgical procedures are not described in these instructions for use.

1.1 Scope
These instructions for use apply for activC handle, reamer guide, chisel guide and trial implants.

» Forarticle-specific instructions for use as well as information on material compatibility and lifetime see B. Braun
elFU at eifu.bbraun.com

1.2 Safety messages

Safety messages make clear the dangers to patient, user and/or product that could arise during the use of the prod-
uct. Safety messages are labeled as follows:

/\ DANGER
Indicates a possible threat of danger. If not avoided, death or serious injury may result.

/A WARNING
Indicates a possible threat of danger. If not avoided, minor or moderate injury may result.

/\ CAUTION
Indicates a possible threat of material damage. If not avoided, the product may be damaged.

2. Clinical use
2.1 Available sizes

Art. no. Designation

FW789R’ Trial implant size XS, H5
FW790R’ Trial implant size XS, H6
FW791R! Trial implant size S, H5
FW792R! Trial implant size S, H6
FW793R! Trial implant size M, H5
FW794R! Trial implant size M, H6
FW795R! Trial implant size L, H5
FW796R’ Trial implant size L, H6
FW797R! Trial implant size XL, H5
FW798R’ Trial implant size XL, H6
FW799R! Trial implant size XXL, H5
FW800R' Trial implant size XXL, H6
Fwg701' Handle

FW871R? Reamer guide (with mounting block)
GB771R? Hi-Line XS handpiece angled XL-I
GE700SU* Hi-Line XS activC drill XL-1 D1, 5
FW784R3 activC chisel guide

FW786R3 activC chisel holder

FW787R* activC chisels

! Trays FW645R and FW647R
2 only tray FW647R

3 only tray FW645R
4single-use products

2.2 Areas of use and limitations of use

2.2.1 Intended use

The trial implants are used in conjunction with the handpiece to verify the size, height and shape of the activC inter-
vertebral disk prosthesis to be implanted, and in conjunction with the reamer guide or the chisel guide to prepare
the fin bed for the inferior implant plate of the activC intervertebral disk prosthesis.

2.2.2 Indications
Note

The manufacturer is not responsible for any use of the product against the specified indications and/or the described
applications.

For indications, see Intended use.

2.2.3 Contraindications
No known contraindications.

2.3  Safety information

2.3.1 Clinical user

General safety information

To prevent damage caused by improper setup or operation, and to not compromise the manufacturer warranty and

liability:

» Use the product only according to these instructions for use.

» Follow the safety and maintenance instructions.

» Ensure that the product and its accessories are operated and used only by persons with the requisite training,
knowledge and experience.

» Store any new or unused products in a dry, clean, and safe place.

» Prior to use, check that the product is in good working order.

» Keep the instructions for use accessible for the user.

Note

The user is obligated to report all severe events in connection with the product to the manufacturer and the responsi-
ble authorities of the state in which the user is located.

Notes on surgical procedures

It is the user's responsibility to ensure that the surgical procedure is performed correctly.

Appropriate clinical training as well as a theoretical and practical proficiency of all the required operating tech-
niques, including the use of this product, are prerequisites for the successful use of this product.

The user is required to obtain information from the manufacturer if there is an unclear preoperative situation regard-
ing the use of the product.

2.3.2 Product

Product-specific safety information

Risk of injury caused by incorrect operation of the product!

» Attend appropriate product training before using the product.

» For information about product training, please contact your national B. Braun/Aesculap agency.

» Ensure that the product and its accessories are operated and used only by persons with the requisite training,
knowledge, or experience.

» Only combine Aesculap products with each other.

» Always adhere to applicable standards.

» To prevent damage at the working end: carefully insert the product through the working channel (e.g. trocar).

» Only use the product under vision.

2.3.3 Sterility

Non-sterile packaged products
The product is delivered in an unsterile condition.
» Clean the new product after removing its transport packaging and prior to its initial sterilization.

Sterile products

Art. no. Designation
GE700SU Hi-Line XS activC drill XL-1 D1, 5
FW787R activC Chisels

The product has been gamma-sterilized and is supplied in sterile packaging.

» Do not use products from open or damaged sterile packaging.

» Prior to each use, inspect the product for loose, bent, broken, cracked or fractured components.
» Do not use the product if it is damaged or defective. Set aside the product if it is damaged.

» Do not use the product after its use-by date.

Single-use products

The reprocessing of the product affects its functionality. Risk of injury, illness or death due to soiling and/or impaired
functionality of the product.

» Do not reprocess the product.

2.4  Application

A\ WARNING

Risk of injury and/or malfunction!

» Prior to each use, inspect the product for loose, bent, broken, cracked, worn, or fractured components.
» Always carry out a function test prior to each use of the product.

/\ WARNING
Risk of injury when using the product beyond the field of view!
» Apply the product only under visual control.

Note
Follow OP-Manual no. 031302 and instructions for use "activC intervertebral disk prosthesis", see TAO11995.

2.4.1 Mounting the trial implant of the selected size on the handle

» Turn locking pipes 11 of handle 2 to "open” position 8 see Fig. 1.

» Mount the trial implant with the selected size, height and shape onto the handle 2. Note the "CRANIAL" and
"CAUDAL" markings on the handle and on the trial implant.

» Turn locking pipes 11 of handle 2 to "closed" position a

» Check the trial implant for firm seating.

/\ WARNING

Compression of the spinal canal and of other posterior elements caused by trial implants inserted too deeply!
» Prior to insertion of trial implants, adjust the depth stop to minimum insertion depth.

» Insert trial implants in the intervertebral space under X-ray control.

» Use adjusting wheel 12 to set the depth stop of the trial implant to minimum insertion depth.

» Insert the trial implant in the intervertebral space under X-ray control. Ensure correct cranial and caudal align-
ment of the trial implant.

» Align the markings of the trial implant center to the midline marking.

» If necessary, correct the position of the depth stop with adjusting wheel 12 until the intended position is reached.
Ensure that depth stop abuts to the anterior edge of the vertebral body.



/A WARNING

Increased risk of migration if the selected implant size is too small!

» Select the trial implant or implant size, respectively, to achieve maximum coverage of the vertebral body
endplates.

» On the X-ray, in AP and lateral view, check to ensure that the size, position and alignment of the trial
implant are correct.

/A WARNING
Irritation of the facet joints and strain on spinal cord and nerve roots due to excessive or insufficient distrac-
tion!
» Select the correct trial implant/ implant height.
Check for correct height of the trial implant in a lateral X-ray.

>
» On the intraoperative X-ray image, in AP and lateral view, check the size, height and position of the trial implant.
» With the trial implant properly positioned, turn locking pipes 11 to "open" position 8 and pull off handle 2 care-
fully in axial direction from the trial implant.
The trial implant remains in the intervertebral space.

Note

The fin bed can either by prepared by reaming or chiseling. This can be carried out either with the reamer guide with
handpiece or the chisel guide with chisel holder, depending on which set is used.

2.4.2 Fin bed reaming

Assembling the reamer guide

Note

The handle and the reamer guide are fitted with identical locking mechanisms.

» Turn locking pipes 11 of reamer guide 3 to "open" position 8

» Mount the reamer guide 3 onto the trial implant in the intervertebral space. Note the "CRANIAL" and "CAUDAL"
markings on the reamer guide and on the trial implant.

» Turn locking pipes 11 of reamer guide 3 to "closed" position ﬁ
Reamer guide 3 is fixed to the trial implant.

» Check again, by X-ray imaging, the position of the trial implant.

Assembling the reamer handpiece

/N\ WARNING
Damage to nerves, spinal cord and other tissue because of fin bed reamed too deeply due to using too long a
reamer handpiece or reamer!
» Only use reamer handpiece Hi-Line XS XL-1 (GB771R).
Only use activC reamer (GE700SU).

>

» Prior to mounting, verify that the safety stop of the pneumatic motor is in position "0".

» Assemble the compressed-air tube, the HiLAN pneumatic motor and reamer handpiece 6 as described and illus-
trated in the respective instructions for use, see Fig. 2.

v

Hold locking clip 13 of mounting block 4 pressed down and push the mounting block over the reamer
handpiece 6, see Fig. 3.

» Slide on mounting block 4 as far as it will go and release locking clip 13, see Fig. 4.

» Pull at the mounting block 4 to check whether it is engaged properly. The arrow marking on the locking clip 13
must point to the "closed" & pictogram.
» Mount reamer 5 as described in the instructions for use of reamer handpiece 6.

/A WARNING

Risk of injury to blood vessels, nerves, spinal cord or other tissue if wrong reamer is used!
» Only use the activC reamer GE700SU.

» Check for technical faults prior to use.

» Do not use bent reamers.

» Do not reuse reamers after first use.

/\ DANGER

Infection hazard for patients and/or users and impairment of product functionality due to reuse. Risk of injury,
illness or death due to contamination and/or impaired functionality of the product!

» Do not reprocess the product.

Note

The reaming of the fin bed determines the position and orientation of the disk prosthesis in the plane of the interver-
tebral disk. The fin bed must only be prepared for the inferior implant plate.

/A WARNING

Malpositioning of the intervertebral disk prosthesis due to failure to observe the midline!

» Check the central position of the trial implant by means of the midline marking and on the AP-view X-
ray image.

» Make certain that the position of the trial implant does not change during reaming.

/\WARNING

Risk of injury caused by sharp chisel!

» To avoid injuries to critical blood vessels, nerves and other tissue, as well as injuries to the operating sur-
geon, always work with appropriate care when a reamer is clamped in the machine.

» Do not activate the motor before the handpiece with the coupled reamer is properly positioned in the guide
hole and the guiding slot of the reamer guide.

» A:Insert the reamer handpiece 6 with the reamer clamped in into the front guide hole of the reamer guide 3,
see Fig. 5.

» B:Insert the laterally protruding pins of the mounting block 4 into the rear guide slots of the reamer guide 3,
see Fig. 5.

» With the hand control not actuated, push the safety stop to ~
The system is ready for operation.

Note

The reaming of the fin bed determines the position and orientation of the disk prosthesis in the plane of the interver-
tebral disk.

/A WARNING

Malpositioning of the intervertebral disk prosthesis due to failure to observe the midline!

» Check the central position of the trial implant by means of the midline marking and on the AP-view X-
ray image.

» Make certain that the position of the trial implant does not change during reaming.

/A WARNING

Risk of injury to nerves and spinal cord caused by too deep insertion of the reamer!

» Use activC instruments only.

» Use the instruments according to their intended use.

» For reaming the holes, apply the reamer only in combination with a correctly selected and positioned trial
implant and with the reamer guide coupled.

» Take care that the depth stop of the trial implant abuts the anterior edge of the vertebral body.

» Always maintain lateral X-ray control while reaming the holes.

» To ream the first hole under lateral X-ray control: With the motor running, push reamer handpiece 6 at an even
speed and with mild forward pressure into the first guiding slot down to the stop.

» Pull back reamer handpiece 6 and, after moving the pins of mounting block 4 in the second guiding slot, repeat
the reaming procedure under lateral X-ray control.
The reaming depth will be limited by the stop on the reamer guide 3.

» With the hand control not actuated, shift the safety stop on the pneumatic motor to position "0".

Cautiously pull out reamer handpiece 6 first from the rear and then from the front reamer guide 3.

» Remove reamer guide 3 and the trial implant from the vertebral disk space. Clean the fin bed with nerve hooks
from the discectomy set.

2.4.3 Chiseling the fin bed

Assembling the chisel guide
Note
The handle and the chisel guide are fitted with identical locking mechanisms.

v

» Turn locking pipes 11 of chisel guide 10 to "open" position ﬁ

» Mount the chisel guide 10 onto the trial implant in the intervertebral space. Note the "CRANIAL" and "CAUDAL"
markings on the handle and on the trial implant.

» Turn locking pipes 11 of chisel guide 10 to "closed" position 8
Chisel guide 10 is fixed to the trial implant.

» Check again, by X-ray imaging, the position of the trial implant.

/\ WARNING
Damage to nerves, spinal cord and other tissue because of fin bed reamed too deeply due to using too long a
chisel.

» Only use chisel holder FN'786R.
Only use chisel FW787R.

>

» Mount the chisel onto the chisel holder 9, see Fig. 6.

» To do this mount the chisel sideways onto the chisel holder and push it backwards until it engages. Pull at the
chisel, to check that it is engaged properly.

/A WARNING

Risk of injury to blood vessels, nerves, spinal cord or other tissue if wrong chisel is used!
» Only use chisel FN'787R.

» Do not use bent chisels. Do not reuse chisels after first use.

Note

The chiseling of the fin bed determines the position and orientation of the disk prosthesis in the plane of the interver-
tebral disk. The fin bed must only be prepared for the inferior implant plate.

A\ WARNING

Malpositioning of the intervertebral disk prosthesis due to failure to observe the midline!

» Check the central position of the trial implant by means of the midline marking and on the AP-view X-
ray image.

» Make certain that the position of the trial implant does not change during reaming.

/\ WARNING

Risk of injury caused by sharp chisel!

» To avoid injuries to critical blood vessels, nerves and other tissue, as well as injuries to the operating sur-
geon, always work with appropriate care when a chisel is clamped in the chisel holder.

» A: Carefully push the chisel holder 9 with the chisel through the rear chisel guide, see Fig. 7.
» B: Carefully push the chisel holder 9 with the chisel through the front chisel guide, see Fig. 7.

Note

The chiseling of the fin bed determines the position and orientation of the disk prosthesis in the plane of the interver-
tebral disk.

/\ WARNING

Malpositioning of the intervertebral disk prosthesis due to failure to observe the midline!

» Check the central position of the trial implant by means of the midline marking and on the AP-view X~
ray image.

» Make certain that the position of the trial implant does not change during chiseling.

/\ WARNING

Risk of injury to nerves and spinal cord caused by too deep insertion of the reamer!

» Use activC instruments only.

» Use the instruments according to their intended use.

» Only use the fin in combination with a correctly selected and positioned trial implant and with the chisel
guide coupled.

Take care that the depth stop of the trial implant abuts the anterior edge of the vertebral body.

Always maintain lateral X-ray control while chiseling the fin.

Carefully mount the chisel guide with chisel on the vertebral body.

With slight pressure and at an even speed, chisel under lateral X-ray control. The chiseling depth is limited by
the stop on the chisel guide 10.

Carefully pull the chisel backwards out of the chisel guide.

Remove chisel guide 10 and the trial implant from the vertebral disk space.

» Clean the fin bed with nerve hooks from the discectomy set.

vy VYyYy

vy

3.  Validated reprocessing procedure
3.1 Single-use products

Art. no. Designation
GE700SU Hi-Line XS activC drill XL-I D1, 5
FW787R activC chisels

» Do not reuse the product.

The reprocessing of the product affects its functionality. Risk of injury, illness or death due to soiling and/or impaired
functionality of the product.

» Do not reprocess the product.

3.2 Reusable products
Influences of the reprocessing which lead to damage to the product are not known.

A careful visual and functional inspection before the next use is the best opportunity to recognize a product that is
no longer functional, see Inspection.

3.3  Preparations at the place of use

» |f applicable, rinse non-visible surfaces preferably with deionized water, with a disposable syringe for example.
» Remove any visible surgical residues to the extent possible with a damp, lint-free cloth.

» Transport the dry product in a sealed waste container for cleaning and disinfection within 6 hours.

3.4  Preparing for cleaning
» Disassemble the product immediately after use, as described in the respective instructions for use.
» Disassemble the product prior to cleaning, see Disassembly.



3.5 Disassembly

3.5.1 Uncoupling the reamer guide/handle from the trial implant

» Turn locking pipes 11 of reamer guide 3 or of handle 2 to "open" position 8

» Pull off the trial implant in axial direction.

» Decouple reamer 5 from reamer handpiece 6 as described in instructions for use TAO11267.

3.5.2 Detaching the mounting block from the reamer handpiece
» Hold locking clip 13 of mounting block 4 pressed down (arrow marking points to "open" position ﬁ] and pull off
the mounting block from reamer handpiece 6.

3.5.3 Uncoupling the chisel guide/handle from the trial implant
» Turn locking pipes 11 of chisel guide 10 or of handle 2 to "open" position 8
» Pull off the trial implant in axial direction.

» Raise the chisel by the tip on the instrument and push out forwards.

3.6  Cleaning/Disinfection

3.6.1 Product-specific safety information on the reprocessing method
Damage to or destruction of the product due to inappropriate cleaning/disinfecting agents and/or excessive temper-
atures!
» Following the manufacturer's instructions, use cleaning and disinfecting agents
- that are approved for example aluminum, plastic materials, and high-grade steel,
- that do not attack softeners (e.g., in silicone).
» Observe specifications regarding concentration, temperature and exposure time.
» Do not exceed the maximum allowable disinfection temperature of 95 °C.

» Use suitable cleaning/disinfecting agents if the product is disposed of in a wet condition. To prevent foaming and
degradation of the efficacy of the process chemicals: prior to mechanical cleaning and disinfection, rinse the
product thoroughly with running water

3.6.2 Validated cleaning and disinfection procedure

Manual cleaning with immersion
disinfection

= FW786R

Manual cleaning with ultrasound
and immersion disinfection

= FW789R-FW800R
m FW870
= FW871R
m FW784R

Cleaning brush: TAO11944
Disposable syringe 20 ml

When cleaning instruments
with movable hinges, ensure
that these are in an open posi-
tion and, if applicable, move
the hinge while cleaning.
Drying phase: Use a lint-free
cloth or medical compressed air

Cleaning brush: TAO11944
Disposable syringe 20 ml

When cleaning instruments
with movable hinges, ensure
that these are in an open posi-
tion and, if applicable, move
the hinge while cleaning.
FW789R-FW800R: Clean
reamer guide 3, chisel guide 10
and handle 2 with locking
pipes 11 in closed position [ﬁ]
and do not move them during
cleaning.

Drying phase: Use a lint-free
cloth or medical compressed air

Chapter Manual cleaning/disinfec-

tion and subsection:

® Chapter Manual cleaning with
immersion disinfection

Chapter Manual cleaning/disinfec-
tion and subsection:

m Chapter Manual cleaning with
ultrasound and immersion dis-
infection

Mechanical alkaline cleaning and
thermal disinfection

= FW786R

Manual pre-cleaning with ultra-
sound and brush, and subsequent
mechanical alkaline cleaning and
thermal disinfection

= FW789R-FW800R
m FW870
m FW871R
= FW784R

Place the product on a tray that
is suitable for cleaning (avoid
rinsing blind spots).

Cleaning brush: TAO11944
Disposable syringe 20 ml

Place the product on a tray that
is suitable for cleaning (avoid
rinsing blind spots).

Connect components with
lumens and channels directly to
the rinsing port of the injector
carriage.

To flush the product: Use a
flushing nozzle or flushing
sleeve.

Keep working ends open for
cleaning.

Place the product on the tray
with all product links and joints
open.

Clean reamer guide 3, chisel
guide 10 and handle 2 with
locking pipes 11 in closed posi-
tion [a] and do not move them
during cleaning.

Chapter Mechanical cleaning/dis-

infection and subsection:

W Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing

Chapter Mechanical cleaning/dis-

infection with manual pre-clean-

ing and subsection:

W Chapter Manual pre-cleaning
with ultrasound and brush

® Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing

3.7  Manual cleaning/disinfection

» Prior to manual disinfecting, allow water to drip off for a sufficient length of time to prevent dilution of the dis-
infecting solution.

» After manual cleaning/disinfection, check visible surfaces visually for residues.

> Repeat the cleaning/disinfection process if necessary.

3.7.1 Manual cleaning with immersion disinfection

Disinfecting clean- Aldehyde-free, phenol-free, and

ing (cold) QUAT-free concentrate, pH ~ 9*
Il Intermediate rinse  RT 1 - D-W -
(cold)
n Disinfection RT 5 2 D-W Aldehyde-free, phenol-free, and
(cold) QUAT-free concentrate, pH ~ 9*
v Final rinse RT 1 - FD-W -
(cold)
\ Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, microbiological, at least of drinking water quality)
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection procedure.

Phase |

» Fully immerse the product in the cleaning/disinfectant for at least 15 min. Ensure that all accessible surfaces are
moistened.

» Clean the product with a suitable cleaning brush in the solution until all discernible residues have been removed
from the surface.

» If applicable, brush through non-visible surfaces with an appropriate cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

» Thoroughly rinse through these components with the cleaning disinfectant solution (at least five times), using a
disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.

» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

» Drain any remaining water fully.

Phase llI

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

» Rinse lumens at least 5 times at the beginning of the exposure time using an appropriate disposable syringe.
Ensure that all accessible surfaces are moistened.

Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces).

» Mobilize non-rigid components, such as set screws, joints, etc. during final rinse.

» Rinse lumens with an appropriate disposable syringe at least five times.

» Drain any remaining water fully.

Phase V

» Dry the product in the drying phase with suitable equipment (e.g. cloth, compressed air), see Validated cleaning
and disinfection procedure.

3.7.2 Manual cleaning with ultrasound and immersion disinfection

Ultrasonic cleaning Aldehyde-free, phenol-free,

[cold] and QUAT-free concentrate,
pH ~ 9*
] Intermediate rinse RT 1 - D-W -
(cold)
1 Disinfection RT 5 2 D-W Aldehyde-free, phenol-free,
(cold) and QUAT-free concentrate,
pH ~ 9*
1\ Final rinse RT 1 - FD-W -
(cold)
\ Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality
at least)
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection procedure.

Phase |
» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for at least 15 min. Ensure that all accessible
surfaces are immersed and acoustic shadows are avoided.

» Clean the product with a suitable cleaning brush in the solution until all discernible residues have been removed
from the surface.

» If applicable, brush through non-visible surfaces with an appropriate cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

» Thoroughly rinse through these components with the cleaning disinfectant solution (at least five times), using a
disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.

» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

» Drain any remaining water fully.

Phase llI
» Fully immerse the product in the disinfectant solution.
» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

» Rinse lumens at least five times at the beginning of the exposure time with an appropriate disposable syringe.
Ensure that all accessible surfaces are moistened.



Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.

» Mobilize non-rigid components, such as set screws, joints, etc. during final rinse.

» Rinse lumens with an appropriate disposable syringe at least five times.

» Drain any remaining water fully.

Phase V

» Dry the product in the drying phase with suitable equipment (e.g. cloth, compressed air), see Validated cleaning
and disinfection procedure.

3.8 Mechanical cleaning/disinfection
Note

The cleaning and disinfection device must be of tested and approved effectiveness (e.g. FDA approval or CE mark
according to DIN EN ISO 15883).

Note

The cleaning and disinfection device used for processing must be serviced and checked at regular intervals.

3.8.1 Mechanical alkaline cleaning and thermal disinfecting
Machine type: single-chamber cleaning/disinfecting machine without ultrasound

Prerinse <25[77
I Cleaning 55/131 10 FD-W H Concentrate, alkaline:
- pH~13
- <5 % anionic surfactant
m working solution 0.5%
- pH=11"
n Intermediate rinse >10/50 1 FD-W -
v Thermal disinfecting 90/194 5 FD-W -
\ Drying - - - According to the program for cleaning
and disinfection device
DW: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality
at least)

*Recommended: BBraun Helimatic Cleaner alcaline

» Check visible surfaces for residues after mechanical cleaning/disinfecting.

3.9  Mechanical cleaning/disinfection with manual pre-cleaning
Note

The cleaning and disinfection device must be of tested and approved effectiveness (e.g. FDA approval or CE mark
according to DIN EN ISO 15883).

Note
The cleaning and disinfection device used for processing must be serviced and checked at regular intervals.

3.9.1 Manual pre-cleaning with ultrasound and brush

Ultrasonic cleaning Aldehyde-free, phenol-free,

[cold) and QUAT-free concentrate,
pH~9*
Il Rinsing RT 1 - D-W -
(cold)
D-W: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection procedure.

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for at least 15 min. Ensure that all accessible
surfaces are immersed and acoustic shadows are avoided.

» Clean the product with a suitable cleaning brush in the solution until all discernible residues have been removed
from the surface.

» If applicable, brush through non-visible surfaces with an appropriate cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

» Thoroughly rinse through these components with the cleaning disinfectant solution (at least five times), using a
disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.

» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

3.9.2 Mechanical alkaline cleaning and thermal disinfecting
Machine type: single-chamber cleaning/disinfection device without ultrasound

Prerinse <2577
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 9% anionic surfactant
m working solution 0.5%
- pH=11"
mn Intermediate rinse >10/50 1 FD-W -
v Thermal disinfecting 90/194 5 FD-W -
\ Drying - - - According to the program for cleaning
and disinfection device
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality
at least)

*Recommended: BBraun Helimatic Cleaner alcaline

» Check visible surfaces for residues after mechanical cleaning/disinfecting.

3.10 Inspection
» Allow the product to cool down to room temperature.
» Dry the product if it is wet or damp.

3.10.1 Visual inspection

» Ensure that all soiling has been removed. In particular, pay attention to mating surfaces, hinges, shafts, recessed
areas, drill grooves and the sides of the teeth on rasps.

» If the product is dirty: repeat the cleaning and disinfection process.

» Check the product for damage, e.g. insulation or corroded, loose, bent, broken, cracked, worn or severely

scratched and fractured components.

Check the product for missing or faded labels.

Check the products with long, slim shapes (in particular rotating instruments) for deformities.

Check the product for damage to the spiral element.

Check the cutting edges for continuity, sharpness, nicks and other damage.

Check the surfaces for rough spots.

Check the product for burrs that could damage tissue or surgical gloves.

Check the product for loose or missing parts.

Immediately put aside damaged or inoperative products and send them to Aesculap Technical Service, see Tech-
nical service.

VYVYVYVYYYVYY

3.10.2 Functional test

/\ cAUTION

Damage (metal cold welding/friction corrosion) to the product caused by insufficient lubrication!

» Prior to function checks, lubricate moving parts (e.g. joints, pusher components and threaded rods) with
maintenance oil suitable for the respective sterilization process (e.g. for steam sterilization: STERILIT® | oil
spray JG60O or STERILIT® | drip lubricator JG598).

Assemble disassembled products.

Check that the product functions correctly.

Check that all moving parts are working property (e.g. hinges, locks/latches, sliding parts etc.).

Check for compatibility with associated products.

Immediately put aside inoperative products and send them to Aesculap Technical Service, see Technical service.

11 Packaging

Appropriately protect products with fine working tips.

Store products with ratchet locks fully opened or locked no further than in the first notch.

Place the product in its holder or on a suitable tray. Ensure that sharp edges are covered.

Package trays appropriately for the sterilization process (e.g. in Aesculap sterile containers).

Ensure that the packaging provides sufficient protection against contamination of the product during storage.

YVYVVYVW VYVYVYYY

v

3.12 Steam sterilization
Note
The product may only be sterilized in disassembled condition.

Note

To avoid breakage due to stress crack corrosion, sterilize the instruments with the lock fully open or locked no further
than on the first ratchet tooth.

» Check to ensure that the sterilizing agent will come into contact with all external and internal surfaces (e.g., by
opening any valves and faucets).

» Validated sterilization process
- Disassemble the product
- Steam sterilization using fractional vacuum process
- Steam sterilizer according to DIN EN 285 and validated according to DIN EN 1SO 17665
- Sterilization using fractionated vacuum process at 134 °C/holding time 5 min

» If several devices are sterilized at the same time in the same steam sterilizer: Ensure that the maximum permitted
load according to the manufacturers' specifications is not exceeded.

3.13 Storage
» Store sterile products in germ-proof packaging, protected from dust, in a dry, dark, temperature-controlled area.

» Store sterile single-use products in germ-proof packaging in a dust-protected, dry, dark and temperature-con-
trolled room.

3.13.1 Ambient conditions
The following environmental conditions apply to the transport and storage of the product:

Temperature -10°Cto 50 °C

Relative humidity 10 % to 90 %

Atmospheric pressure 500 hPa to 1 060 hPa



4. Technical service

/\ CAUTION

Modifications carried out on medical technical equipment may result in loss of guarantee/warranty rights and
forfeiture of applicable licenses.

» Do not modify the product.

» For service and repairs, please contact your national B. Braun/Aesculap agency.

Service addresses

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601
Fax: +49 7461 16-2887
E-Mail: ats@aesculap.de

Other service addresses can be obtained from the address indicated above.

5. Disposal

/N WARNING

Risk of infection due to contaminated products!

» Adhere to national regulations when disposing of or recycling the product, its components and its pack-
aging.

/N WARNING
Risk of injury due to sharp-edged and/or pointed products!
» When disposing of or recycling the product, ensure that the packaging prevents injury by the product.

Note
The user institution is obliged to reprocess the product before its disposal, see Validated reprocessing procedure.

6.  Symbols on product and packaging

"Closed" position

8 "Open" position

Ready

TA011996 2020-07 V6 Change No. 62347



Aesculap”
activC® - rukojet, voditko vystruzniku, voditko dlata, zkusebni implan-

taty
Legenda

Zku3ebni implantat
Rukojet

Vedeni frézy

Montazni blok (pro voditko vystruzniku)
Vystruznik

Frézovaci nasadec
Pneumaticky motor HiLAN
Vlozka dlata activC

9 Drzak dlata

10 Vedeni dlata

11 Blokovaci trubka

12 Stavéci koletko

13 Blokovaci svorka

O N O U A WN =

1. K tomuto dokumentu

Upozornéni
Vseobecnd rizika chirurgického zdkroku nejsou v tomto ndvodu k pouZiti popsdna.

1.1 Oblast pouziti
Tento navod k pouZiti plati pro rukojet, voditko vystruzniku, voditko dlata a zkusebni implantaty activC.

» Navody k pouziti pro konkrétni vyrobky a informace o kompatibilité materiali a Zivotnosti naleznete v sekci
B. Braun elFU na webu eifu.bbraun.com

1.2 Vystrazna upozornéni
Vystrazna upozornéni poukazuji na rizika pro pacienta, uZivatele a/nebo vyrobek, kterd mohou vzniknout béhem pou-

Zivani vyrobku. Vystrazna upozornéni jsou oznacena nasledujicim zptsobem:

/N NEBEZPECI
Oznatuje mozné hrozici nebezpedi. Pokud mu neni zabranéno, muze mit za nasledek smrt nebo nejzavaznéjsi
zranéni.

A\ VAROVANI

Oznaduje mozné hrozici nebezpedi. Pokud mu neni zabranéno, mize mit za nasledek lehka nebo stfedné zra-
néni.

/\POZOR
Oznacuje mozné hrozici vécné Skody. Pokud tomu neni zabranéno, nasledkem muize byt posk i vyrobku.

2. Klinické pouziti
2.1 Dodavané velikosti

Kat. ¢ Oznaceni

FW789R’ Zkusebni implantat velikosti XS, H5
FW790R’ Zkusebni implantat velikosti XS, H6
FW791R! Zkusebni implantat velikosti S, H5
FW792R! Zkusebni implantat velikosti S, H6
FW793R! Zkusebni implantat velikosti M, H5
FW794R’ Zkusebni implantat velikosti M, H6
FW795R! Zkusebni implantat velikosti L, H5
FW796R! Zkusebni implantat velikosti L, H6
FW797R’ Zkusebni implantat velikosti XL, H5
FW798R’ Zkusebni implantat velikosti XL, H6
FW799R’ Zkusebni implantat velikosti XXL, H5
FW800R! Zkusebni implantat velikosti XXL, H6
Fws701’ Rukojet

FW871R? Vedeni frézy (s nasazovacim blokem)
GB771R? HI-LINE XS nasadec kolénkovy XL-I
GE700SU* Hi-Line XS activC vrtak XL-I D1, 5
FW784R3 Voditko dlata activC

FW786R3 Drzak dlata activC

FW787R* Dlata activC

! Zasobniky FW645R a FW647R
2 Pouze zasobnik FW647R

3 Pouze zasobnik FW645R

4 Jednorazové vyrobky

2.2 Oblasti pouziti a omezeni pouziti

2.2.1  Urceni ucelu

Zkusebni implantaty se pouzivaji v kombinaci s nasadcem pro ovéreni velikosti, vysky a tvaru protéz meziobratlové
ploténky activC, které se maji implantovat, a v kombinaci s voditkem vystruzniku nebo voditkem dlata pro pfipravu
loze pro dolni desti¢ku implantatu protézy meziobratlové ploténky activC.

2.2.2 Indikace
Upozornéni

Za pouZiti vyrobku v rozporu s uvedenymi indikacemi a/nebo popsanymi zpiisoby pouZiti vyrobce nenese odpovédnost.

Pro indikace, viz Urceni Gcelu.

2.2.3 Kontraindikace
Nejsou znamy kontraindikace.

2.3 Bezpecnostni pokyny

2.3.1  Klinicky uZivatel

Vseobecné bezpeénostni pokyny

Aby se predeslo skodam v dusledku neodborné pfipravy a aplikace a nebyl ohrozen narok na zaruku:
» Pouzivejte vyrobek pouze podle pokyni uvedenych v tomto navodu k pouZiti.

» Respektujte bezpecnostni informace a pokyny k provozni adrzbé

» Vyrobek a prislusenstvi mohou pouzivat vyhradné osoby s patfi¢nym vzdélanim, znalostmi a zkuSenostmi.
» Novy vyrobek z vyroby ¢i nepouzity vyrobek skladujte na suchém, ¢istém a chranéném misté.
>
>

Pred pouzitim vyrobek zkontrolujte na funkénost a bezchybny stav.
Navod k pouziti uchovavejte na misté pfistupném pro uzivatele.

Upozornéni

Uzivatel je povinen vSechny zdvaZzné uddlosti, které vznikly v souvislosti s vyrobkem nahldsit vyrobci a kompetentnimu
Uradu stdtu, ve kterém md uZivatel sidlo.

Pokyny k operaénim zakrokim

Uzivatel nese zodpovédnost za odborné provedeni operacniho zakroku.

Predpokladem pro tspésné pouzivani tohoto vyrobku je patfi¢né klinické vzdélani i teoretické a praktické zvladnuti
potiebnych operacnich technik, véetné pouzivani tohoto vyrobku.

Uzivatel je povinen vyzvednout si informace u vyrobce, pokud existuje nejasna predopera¢ni situace ohledné pouziti
vyrobku.

2.3.2  Vyrobek
Bezpeénostni pokyny specifické pro vyrobek
Nebezpeci urazu v disledku nespravné obsluhy vyrobku!
» Pred pouzitim vyrobku se zt¢astnéte Skoleni v praci s vyrobkem.
Ohledné informaci o produktovych skolenich se obratte na své narodni zastoupeni spole¢nosti B. Braun/Aesculap.

>
» Vyrobek a prisluSenstvi mohou pouzivat vyhradné osoby s patfi¢nym vzdélanim, znalostmi a zkuSenostmi.
» Kombinujte spole¢né pouze vyrobky Aesculap.
» Dodrzujte platné normy.

» Aby se predeslo Skodam na konci prace: Viyrobek zavedte opatrné pies pracovni kanal (napf. trokar).

» Vyrobek pouzivejte pouze pod vizualni kontrolou.

2.3.3 Sterilita

Nesterilné balené vyrobky
Vyrobek se dodava v nesterilnim stavu
» Novy vyrobek po odstranéni pfepravniho obalu a pfed prvni sterilizaci dikladné vycistéte.

Vyrobky balené sterilné

Kat. ¢ Oznaceni
GE700SU Hi-Line XS activC vrtak XL-1 D1, 5
FW787R Dlata activC

Vyrobek byl sterilizovan gama zafenim a je dodavan ve sterilnim obalu.

» Nepouzivejte nikdy vyrobek z otevieného nebo poskozeného sterilniho baleni.

» Vyrobek pred kazdym pouzitim prohlédnéte, zda na ném nejsou volné, deformované, rozlomené, popraskané nebo
odlomené dily.

» Je-li produkt poSkozeny nebo vadny, nepouZivejte jej. Je-li vyrobek poskozeny, vyfadte jej.

» Vyrobek po uplynuti doby pouZitelnosti jiz nepouzivejte.

Vyrobky k jednorazovému pouziti

Predsterilizaéni pFiprava vyrobku ma na funkénost negativni vliv. Zne¢isténi a/nebo omezeni funkénosti vyrobkd

muZe vést k Grazu nebo onemocnéni a nasledkem mize byt smrt!

» \iyrobek predsteriliza¢né nepfipravujte.

2.4 Pouziti

/\VAROVANI

Nebezpedi urazu a/nebo nespravného fungovani!

» Pred kazdym pouZitim vyrobek zkontrolujte, zda neobsahuje uvolnéné, zlomené, prasklé, opotfebené nebo
ulomené ¢asti.

» Pied kazdym pouzitim proved'te funkéni zkousku.

/\VAROVANI
Riziko trazu pFi pouZivani vyrobku mimo zorné pole!
» Aplikujte vyrobek pouze pod vizualni kontrolou.

Upozornéni

Dodrzujte pokyny uvedené v operacni pfirucce ¢. 031302 avndvodu k pouZiti ,Protéza meziobratlové ploténky
activC", viz TAO11995.

2.4.1 Montaz zkuSebniho implantatu zvolené velikosti na rukojet

» Otocte zajistovaci trubice 11 rukojeti 2 do ,oteviené” polohy 6, viz Obr. 1.

» Zkusebni implantat zvolené velikosti, vysky a tvaru nasadte na rukojet 2. Dbejte pfitom na oznaceni "CRANIAL"
a "CAUDAL" na vedeni dlata a na zkusebnim implantatu.

» Otocte zajistovaci trubice 11 rukojeti 2 do ,zaviené" polohy asloite k sobé.

» Zkontrolujte, zda zkusebni implantat pevné sedi.

A\ VAROVANI

Riziko komprese spinalniho kanalu a jinych posteriornich prvkia v
nich implantata!

» Hloubkovy doraz nastavte pred im zkusebniho implantatu na

» Zkusebni implantaty zavadéjte pod rentgenovou kontrolou.

pFilis hi i zkuSeb-

bl

$i zavadéci hl

» Pomoci sefizovaciho kolecka 12 nastavte hloubkovy doraz zkusebniho implantatu na nejmensi zavadéci hloubku.

» ZkusSebni implantat zavadéjte do prostoru meziobratlové ploténky pod rentgenovou kontrolou. Zajistéte spravné
kranidlni a kaudalni vyrovnani zkusebniho implantatu.

» Znacky na zkuSebnim implantatu vyrovnejte se znackami stiedové linie.

» V pripadé potreby korigujte hloubkovy doraz pomoci sefizovaciho kole¢ka 12 az do dosazeni pozadované pozice.
Zajistéte, aby hloubkovy doraz doléhal na anteriorni hranu obratlového téla.



A\ VAROVANI

2Zvyseni rizika migrace, pokud je zvolend velikost implantatu pfilis mala!

» Velikost zkusebniho implantatu resp. implantatu zvolte tak, aby bylo dosazeno maximalniho pokryti kon-
cového oblouku obratle.

» Zkontrolujte spravnou velikost, pozici a vyrovnani zkusebniho implantatu pomoci rentgenového snimku
v AP a lateralnim sméru.

A\ VAROVANI
Nebezpedi iritace facetovych kloubi a napéti na michu a nervové kofeny v disledku nadmérné/nedostateéné
distrakce!

» Zvolte spravnou vysku zkusebniho implantatu resp. implantatu.
» Zkontrolujte spravnou vysku zkusebniho implantatu pomoci rentgenového snimku v lateralnim sméru.

» Zkontrolujte velikost, vysku a pozici zkuSebniho implantatu pomoci rentgenového snimku v AP a laterdlnim
sméru intraoperativné.

» Pri spravné umisténém zkuSebnim implantatu otocte zajistovaci trubice 11 do ,oteviené” polohy 8 a opatrné
vytahnéte rukojet 2 v axidlnim sméru ze zkusebniho implantatu.
Zku3ebni implantat zlistava v meziobratlovém prostoru.

Upozornéni
LoZe Ize pripravit bud'vystruZovdnim nebo vysekdvdnim pomoci dldta. K tomuto ucelu je k dispozici podle objednané
sady bud'vedeni frézy s ndsadcem nebo vedeni dldta s drZzdkem.

2.4.2 \Vyfrézovani uloZeni kotviciho nosu
Montaz vedeni frézy

Upozornéni

Blokovaci mechanismus rukojeti a vedeni frézy jsou identické.

» Otocte zajistovaci trubice 11 voditka vystruzniku 3 do ,oteviené" polohy as\oite k sobé.

» Voditko vystruzniku 3 nasadte na zkusebni implantat zavedeny do meziobratlového prostoru. Dbejte pfitom na
oznaceni "CRANIAL" a "CAUDAL" na vedeni frézy a na zkusebnim implantatu.

» Otocte zajistovaci trubice 11 voditka vystruzniku 3 do ,zaviené" polohy as\oite k sobé.
Voditko vystruzniku 3 je upevnéno ke zkusebnimu implantatu.

» Znovu zkontrolujte pozici zkusebniho implantatu pomoci rentgenu.

Montaz frézovaciho nasadce

A\ VAROVANI
Nebezpedi poskozeni nervii, michy a jinych tkani v disledku pfili$ hlubokého vystruzovani loze, pokud se pou-
Zije pfilis dlouhy nasadec vystruzniku nebo vystruznik!
» Pouzijte pouze nasadec vystruzniku Hi-Line XS XL-1 (GB771R).
Pouzivejte pouze vystruznik activC (GE700SU).

>

» Pred montazi zajistéte, aby byl bezpecnostni vypina¢ pneumatického motoru v pozici "0".

» Sestavte haditku na stlaceny vzduch, pneumaticky motor HiLAN a nasadec vystruzniku 6 dle popisu a vyobrazeni
v pfislusném navodu k pouZiti, viz Obr. 2.

v

Zajistovaci svorku 13 montazniho bloku 4 drzte stisknutou a montazni blok nasurite pres nasadec vystruzniku 6,
viz Obr. 3.

» Zasuite montazni blok 4 co nejdale a uvolnéte zajistovaci svorku 13, viz Obr. 4.

» Zatadhnéte za montazni blok 4 a zkontrolujte, zda je spravné usazen. Oznaceni Sipky na zajistovaci svorce 13 musi
ukazovat na ,zavieny" 8 piktogram.
» Smontujte vystruznik 5 podle popisu v navodu k pouZiti nasadce vystruzniku 6.

A\ VAROVANI

Nebezpedi mozného poranéni cév, nervii, michy a jinych tkani v pfipadé pouZiti nespravné frézy!
» Poutzivejte pouze vystruznik activC GE700SU.

» PFed pouzitim zkontrolujte na pfipadné technické nedostatky.

» Nikdy nepouZivejte ohnuté frézy.

» Poutzita dlata nepouzivejte opétovné.

N\ NEBEZPECI

Nebezpedi infekce pacienta a/nebo uZivatelli a omezeni funkénosti vyrobku v disledku opakovaného pouziti.
Riziko poranéni, nemoci nebo smrti v disledku kontaminace a/nebo zhor3eni funkénosti vyrobku!

» Nepodrobujte vyrobek pfedsterilizacni pfipravé.

Upozornéni
Viyfrézovdnim uloZeni nosu se stanovi pozice a orientace protézy meziobratlové ploténky v roviné meziobratlové plo-
ténky. LoZe miiZe byt pripraveno pouze pro spodni desticku implantdtu.

A\ VAROVANI

Spatné poloha protézy meziobratlové ploténky v diisledku nerespektovani stfedové linie!

» Zkontrolujte stfedovou pozici zkuSebniho implantatu pomoci oznaceni stfedové linie a rentgenového
snimku v AP sméru.

» Zajistéte, aby se poloha zkusebniho implantatu v prubéhu frézovani neménila.

/\VAROVANI

Riziko poranéni ostrym dlatem!

» Nasadec s nasazenou frézou pouZivejte opatrné, aby se pfedeslo poranénim kritickych cév, nervii nebo
jinych tkani a také vlastnimu poranéni.

» Motor aktivujte teprve tehdy, kdyZ je nasadec s upnutou frézou zavedeny do vodiciho otvoru a ve vodici
drazce vedeni frézy.

» A: Nasadec vystruzniku 6 s upnutym vystruznikem zavedte do predniho vodiciho otvoru voditka vystruzniku 3,
viz Obr. 5.

» B: Zasuiite bo¢ni vy¢nivajici koliky montazniho bloku 4 do zadnich vodicich drazek voditka vystruzniku 3, viz Obr.
5.

» Bezpecnostni vypina¢ posurite pfi neaktivovaném ruénim ovladani do polohy ~s\0ite k sobé.
Systém je pripraven k pouZziti.

Upozornéni
Vyfrézovdnim uloZeni nosu se stanovi pozice a orientace protézy meziobratlové ploténky v roviné meziobratlové plo-
ténky.

/\VAROVANI

Spatna poloha protézy meziobratlové ploténky v diisledku nerespektovani stredové linie!

» Zkontrolujte stfedovou pozici zkuSebniho implantatu pomoci oznaceni stfedové linie a rentgenového
snimku v AP sméru.

» Zajistéte, aby se poloha zkusebniho implantatu v prubéhu frézovani neménila.

/\VAROVANI

Nebezpedi poranéni nervii a michy pi pFilis hlubokém zanofeni frézy!

» Poutzivejte pouze nastroje activC.

» Nastroje pouzivejte podle jejich urceni.

» Frézovani otvori provadéjte pouze v kombinaci se spravné zvolenym a umisténym zkusebnim implantatem
jakoz i pfipojenym vedenim frézy.

» Zajistéte, aby hloubkovy doraz zkuSebniho implantatu doléhal na anteriorni hranu obratlového téla.

» Pii vystruZovani otvori vidy pouZivejte rentgenovou kontrolu v lateralnim sméru.

» K vyfrézovani prvniho otvoru pod rentgenovou kontrolou s priichodem paprsku v lateralnim sméru: Nasadec
vystruzniku 6 s bézicim motorem posunujte v prvni vodici drazce rovnomérnou rychlosti a pod mirnym tlakem
dopredu az na doraz.

» Nasadec vystruzniku 6 potahnéte dozadu a po presunuti koliki montazniho bloku 4 opakujte postup vystruzo-
vani ve druhé vodici drazce pod rentgenovou kontrolou v lateralnim sméru.

Hloubka vystruzovani bude omezena zarazkou na voditku vystruzniku 3.

» Bezpecnostni stop na pneumatickém motoru posufite pfi neaktivovaném ruénim fizeni do polohy "0".

Opatrné vytahnéte nasadec vystruzniku 6 nejprve ze zadniho a poté z pfedniho voditka vystruzniku 3.

» Odstrante voditko vystruzniku 3 a zkuSebni implantat z meziobratlového prostoru. Vycistéte loze pomoci hacki
na nervy ze soupravy pro diskektomii.

v

2.4.3 \Vysekani uloZeni kotviciho vystupku dlatem
Montaz vedeni dlata

Upozornéni

Blokovaci mechanismus rukojeti a vedeni frézy jsou identické.

» Otocte zajistovaci trubice 11 voditka dlata 10 do ,oteviené" polohy Qsloite k sobé.
» Voditko dlata 10 nasadte na zkusebni implantat zavedeny do meziobratlového prostoru. Dbejte pfitom na ozna-
Ceni "CRANIAL" a "CAUDAL" na vedeni dlata a na zkusebnim implantatu.

» Otocte zajistovaci trubice 11 voditka dlata 10 do ,zaviené" polohy &sloite k sobé.
Voditko dlata 10 je upevnéno ke zkuSebnimu implantatu.
» Znovu zkontrolujte pozici zkuSebniho implantatu pomoci rentgenu.

/\VAROVANI
Nebezpedi poskozeni nervii, michy a jinych tkani v disledku pfilis hlubokého vysekani uloZeni nosu dlatem,
pokud se poutzije pfilis dlouhé dlato!
» Pouzivejte pouze drzak dlata FN'786R.
Pouzivejte pouze dlato FW787R.

>

» Namontujte dldto na drzak dlata 9, viz Obr. 6.

» Za timto ucelem pripevnéte dlato na drzak dlata ze strany a zatla¢te ho dozadu, dokud nezapadne na misto.
Zatahnéte za dlato a zkontrolujte, zda je spravné usazeno.

/\VAROVANI

Nebezpedi mozného poranéni cév, nervii, michy a jinych tkani v pfipadé pouZiti nespravného dlata!
» Pouzivejte pouze dlato FW787R.

» Nikdy nepouzivejte ohnuta dlata. Dlata po prvnim pouZiti jiz dale nepouzivejte.

Upozornéni
Vysekdnim uloZeni nosu se stanovi pozice a orientace protézy meziobratlové ploténky v roviné meziobratlové ploténky.
Loze muZe byt pripraveno pouze pro spodni desticku implantdtu.

/\VAROVANI
Spatna poloha protézy meziobratlové ploténky v diisledku nerespektovani stfedové linie!

» Zkontrolujte stfedovou pozici zkusebniho implantatu pomoci oznaceni stfedové linie a rentgenového
snimku v AP sméru.

» Zajistéte, aby se poloha zkuSebniho implantatu v pribéhu frézovani neménila.

/A VAROVANI

Riziko poranéni ostrym dlatem!

» PouZivejte drzak dlata s dlatem opatrné, aby se pfedeslo poranénim kritickych cév, nervii nebo jinych tkani
a také vlastnimu poranéni.

» A:Drzak dlata 9 s dlatem opatrné prostréte zadnim voditkem dlata, viz Obr. 7.

» B:Drzak dlata 9 s dlatem opatrné prostréte pfednim voditkem dlata, viz Obr. 7.

Upozornéni
Vysekdnim uloZeni nosu se stanovi pozice a orientace protézy meziobratlové ploténky v roviné meziobratlové ploténky.

/A VAROVANI
Spatna poloha protézy meziobratlové ploténky v diisledku nerespektovani stfedové linie!

» Zkontrolujte stfedovou pozici zkuSebniho implantatu pomoci oznaceni stfedové linie a rentgenového
snimku v AP sméru.

» Zajistéte, aby se poloha zkuSebniho implantatu v pribéhu vysekavani dlatem neménila.

/\VAROVANI

Nebezpedi poranéni nervi a michy pFi pFili§ hlubokém zanofeni frézy!

» Pouzivejte pouze nastroje activC.

» Nastroje pouZzivejte podle jejich urceni.

» Zebro pouzivejte pouze v kombinaci se spravné zvolenym a umisténym zkusebnim implantatem

a s pripojenym voditkem dlata.

Zajistéte, aby hloubkovy doraz zkusebniho implantatu doléhal na anteriorni hranu obratlového téla.
P¥i vysekavani loZe pro Zebro vzdy pouzivejte rentgenovou kontrolu v lateralnim sméru.

Vedeni dlata s dlatem opatrné nasadte na obratel.

Vlysekavejte dlatem mirnou silou a stejnomérnou rychlosti pod rentgenovou kontrolou s prichodem paprski
v lateralnim sméru. Hloubka vysekavani dlatem bude omezena zarazkou na voditku dlata 10.

Dlato opatrné vytahnéte z vedeni dlata smérem dozadu.

Odstrante voditko dlata 10 a zkuSebni implantat z meziobratlového prostoru.

» Vycistéte loze pomoci hacki na nervy ze soupravy pro diskektomii.

vy VYyYy

vy

3.  Validovana metoda upravy
3.1 Vyrobky k jednorazovému pouZziti

Kat. ¢. Oznaceni
GE700SU Hi-Line XS activC vrtak XL-1 D1, 5
FW787R Dlata activC

» \iyrobek nepouzivejte opakované.

Pfedsteriliza¢ni pfiprava vyrobku ma na funkénost negativni vliv. Zne¢isténi a/nebo omezeni funkénosti vyrobkd
mize vést k Urazu nebo onemocnéni a nasledkem muze byt smrt!

» \iyrobek predsteriliza¢né nepfipravujte.

3.2 Vyrobky k opakovanému pouZziti

Vlivy predsterilizacni pfipravy vedouci k poskozeni vyrobku nejsou znamy.

Nejlepsi moznosti, jak rozpoznat jiz nefunkéni vyrobek, je pecliva vizualni a funkéni kontrola pred daldim pouzitim
viz Revize.

3.3 Pfiprava na misté pouziti

» V pripadé potfeby oplachnéte neviditelné povrchy pokud mozno demineralizovanou vodou, napf. s pouzitim jed-
norazové strikacky.

» Viditelné zbytky po operaci pokud mozno tplné odstrarite vihkou, vlas nepoustéjici utérkou.

» Vyrobek transportujte suchy v uzavienych prevoznich kontejnerech do 6 h k ¢iSténi a desinfekcei.

3.4  Priprava pfed Cisténim

» Viyrobek ihned po pouziti demontujte podle navodu.

» Vyrobek pred Cisténim rozeberte, viz Demontaz.



3.5 Demontaz

3.5.1 Odpojeni vedeni frézy/rukojeti od zkusebniho implantatu

» Otocte zajistovaci trubice 11 voditka vystruzniku 3 nebo rukojeti 2 do ,oteviené" polohy. |gslozte k sobé.
» Zkusebni implantat axialné sejméte.

» Odpojte vystruznik 5 od nasadce vystruzniku 6 dle popisu v navodu k pouziti TAO11267.

3.5.2 Odpojeni montazniho bloku od nasadce vystruzniku
» Podrzte zajistovaci svorku 13 montazniho bloku 4 stisknutou dold (znacky Sipek sméfuji do ,oteviené” polohy ﬁ)
a vytahnéte montazni blok z nasadce vystruzniku 6.

3.5.3 Odpojeni vedeni dlata/rukojeti od zkuSebniho implantatu

» Otocte zajistovaci trubice 11 voditka dlata 10 nebo rukojeti 2 do ,oteviené” polohy. |gslozte k sobé.
» Zkusebni implantat axidlné sejméte.

» Dlato na nose na strané nastroje nadzdvihnéte a vysurite pry¢ smérem dopfedu.

3.6  Citéni/dezinfekce

3.6.1 Bezpecnostni pokyny k postupu ptedsterilizaéni pfipravy specifické pro vyrobek
Riziko poskozeni nebo zniceni vyrobku nevhodnymi Cisticimi/dezinfekénimi prostiedky a/nebo pfilis vysokymi teplo-
tami!
» Pouzivejte Cistici a dezinfekéni prostfedky podle pokynl vyrobee
- které jsou schvaleny napf. pro hlinik, plastové materialy a uslechtilou ocel,
- které nenapadaji zmékcovaci prisady (napf. v silikonu).
» Dodrzujte pokyny pro koncentraci, teplotu a dobu piisobeni.
» Nepiekracujte dezinfekéni teplotu 95 °C.
» Pfi dekontaminaci mokrou cestou pouzivejte vhodné Cistici/dezinfekéni prostiedky. Pro zamezeni tvorby pény a

zhorseni Gcinnosti procesni chemie: Pred strojnim CiSténim a dezinfekci vyrobek diikladné oplachnéte pod tekouci
vodou.

3.6.2 Validovany postup Cisténi a dezinfekce

Manualni ¢isténi a dezinfekce m Cistici karta¢: TAO11944 Kapitola Ruéni ¢isténi/dezinfekce a
ponofenim podkapitola:

= FW786R

W Jednorazova stfikacka 20 ml
L W Kapitola Rucni ¢isténi a desin-
® Vyrobek s pohyblivymi klouby fekce ponofenim
Cistéte v oteviené poloze, resp.
pohybujte klouby.
W Faze suseni: Pouzijte utérku,
ktera nepousti vlakna, nebo
lékar'sky stlaceny vzduch

Rucni ¢isténi ultrazvukem a dezin-
fekce ponofenim

m FW789R-FWB8O00R
m FW870

= FW871R
m FW784R

Strojni alkalické ¢isténi a tepelna
dezinfekce

= FW786R

Cistici kartaé: TAO11944
Jednorazova stfikacka 20 ml
Viyrobek s pohyblivymi klouby
Cistéte v oteviené poloze, resp.
pohybujte klouby.
FW789R-FWB8O00R: Vycistéte
voditko vystruzniku 3, voditko
dlata 10 a rukojet 2 se zajisto-
vacimi trubicemi 11 v zaviené
poloze (a] a béhem ¢isténi

s nimi nepohybujte.

Faze suseni: Pouzijte utérku,
ktera nepousti vlakna, nebo
lékafsky stlaceny vzduch

Vyrobek ukladejte do sitového
ko3e urceného k cisténi
(zabrante vzniku oplachovych
stind).

Kapitola Ru¢ni ¢isténi/dezinfekce a

podkapitola:

W Kapitola Ru¢ni ¢isténi ultrazvu-
kem a desinfekce ponofenim

Kapitola Strojni ¢isténi/dezinfekce

a podkapitola:

W Kapitola Strojni alkalické ¢is-
téni a tepelna desinfekce

Ruéni ¢isténi ultrazvukem a karta-
¢em a nasledné strojni alkalické
Cisténi a tepelna dezinfekce

m FW789R-FWB8O00R
= FW870

m FW871R
m FW784R

Cistici kartac: TAO11944
Jednorazova stfikacka 20 ml

Vyrobek ukladejte do sitového
ko3e urceného k Cisténi
(zabrafite vzniku oplachovych
stind).

Jednotlivé soucasti s luminy a
kanalky pripojte pfimo na spe-
cialni proplachovaci pfipoj
injektorového voziku.

K proplachu vyrobku: pouzijte
oplachovou trysku nebo pouz-
dro.

Pracovni konce nechejte pfi ¢is-
téni oteviené.

Viyrobek uloZte na sito

s otevienym kloubem.
Vycistéte voditko vystruzniku 3,
voditko dlata 10 a rukojet 2 se
zajistovacimi trubicemi 11 v
zaviené poloze [ﬁ] a béhem
Cisténi s nimi nepohybujte.

Kapitola Strojni ¢isténi/dezinfekce

s ruénim predcisténim a podkapi-

tola:

W Kapitola Rucni predcisténi
ultrazvukem a kartackem

W Kapitola Strojni alkalické ¢is-
téni a tepelna desinfekce

3.7  Ruéni ¢iSténifdezinfekce

» Pied rucni dezinfekci nechejte z vyrobku dostatecné okapat oplachovaci vodu, aby nedoslo ke zfedéni roztoku
dezinfekéniho prostiedku.

» Po ruénim &isténi/dezinfekci zkontrolujte viditelné povrchy vizualné na pfipadné zbytky.

» V piipadé potFeby postup Cisténi/dezinfekce zopakujte.

3.7.1 Ruéni ¢isténi a desinfekce ponofenim

Desinfekéni ¢isténi Koncentrat neobsahujici aldehydy,

(chladno) fenoly a QAV, pH ~ 9*
Il Mezioplach PT 1 - PV -
(chladno)
n Desinfekce PT 5 2 PV Koncentrat neobsahujici aldehydy,
(chladno) fenoly a QAV, pH ~ 9*
1\ Zavérecny oplach PT 1 - DEV -
(chladno)
v Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska miniméalné v kvalité pitné
vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych stfikackach, viz Validovany postup ¢isténi
a dezinfekce.

Faze |

» \Vlyrobek UpIné ponoite do Cisticiho a dezinfekéniho roztoku minimalné na 15 min. Dbejte pfitom na to, aby byly
namoceny viechny pfistupné povrchy.

Vyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na povrchu nebudou viditelné zadné zbytky.
V pripadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhodnym €isticim kartacem.

Netuhymi komponentami jako napt. stavécimi Srouby, klouby atd. v pribéhu ¢isténi pohybujte.

Zavérem tato mista dikladné proplachnéte pomoci vhodné stfikacky na jedno pouziti dezinfekénim roztokem
s Cisticim Uc¢inkem, minimalné vsak 5 krat.

>
>
>
>

Faze Il

» Vlyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v priibéhu proplachovani pohybujte.
» Zbytkovou vodu nechte dostate¢né okapat.

Faze Ill

» Vyrobek tpIné ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napt. stavécimi Srouby, klouby atd. v prabéhu dezinfikovani pohybuijte.

» Proplachnéte lumen na za¢atku doby plisobeni vhodnou jednorazovou stfikackou nejméné bkrat. Dbejte pfitom
na to, aby byly namoceny viechny pfistupné povrchy.

Faze IV

» \yrobek dikladné oplachnéte/proplachnéte (viechny pFistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi kone¢ném oplachu pohybujte.

» Proplachnéte lumen vhodnou stfikackou na jedno pouZiti nejméné 5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

» Ve fazi suseni vysuste vyrobek s pouzitim vhodnych pomocnych prostfedki (napf. utérek, stlateného vzduchu),
viz Validovany postup ¢isténi a dezinfekce.

3.7.2  Ruéni ¢isténi ultrazvukem a desinfekce ponofenim

Ultrazvukové cisténi Koncentrat neobsahujici alde-

(chladno] hydy, fenoly a QAV, pH ~ 9*
Il Mezioplach PT 1 - PV -
(chladno)
mn Desinfekce PT 5 2 PV Koncentrat neobsahujici alde-
(chladno) hydy, fenoly a QAV, pH ~ 9*
\Y Zavérecny oplach PT 1 - DEV -
(chladno)
Vv Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimalné v kvalité pitné
vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych stfikackach, viz Validovany postup ¢isténi
a dezinfekce.

Faze |

» \yrobek Gistéte minimané 15 min v ultrazvukové lazni (frekvence 35 kHz). Pfitom je zapotfebi dbat na to, aby
vsechny pristupné plochy byly namoceny a zabranit vzniku zvukovych stin.

» \Vlyrobek Cistéte vhodnym Cisticim karta¢em v roztoku tak dlouho, aZ na povrchu nebudou viditelné Zzadné zbytky.

» V pfipadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhodnym €isticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu ¢isténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci vhodné stfikacky na jedno pouZiti dezinfekénim roztokem
s Cisticim G¢inkem, minimalné v3ak 5 krat.

Faze ll

» \yrobek dikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pFistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu proplachovani pohybuijte.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze Il

» Vyrobek tpIné ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v pribéhu dezinfikovani pohybujte.

» Proplachnéte lumen na zacatku doby pisobeni vhodnou stiikackou na jedno pouziti nejméné 5 krat. Dbejte pfi-
tom na to, aby byly namoceny viechny pfistupné povrchy.



Faze IV

» \yrobek diikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi kone¢ném oplachu pohybujte.
» Proplachnéte lumen vhodnou stikackou na jedno pouziti nejméné 5 krat.

» Zbytkovou vodu nechte dostatecné okapat.

Faze V

» Ve fazi suseni vysuste vyrobek s pouzitim vhodnych pomocnych prostiedkd (napf. utérek, stlaceného vzduchu),
viz Validovany postup ¢isténi a dezinfekce.

3.8  Strojni ¢isténi/dezinfekce
Upozornéni

Cistici a desinfekéni pfistroj musi mit ovéfenou tcinnost (napf. povoleni FDA nebo oznaceni CE na zdkladé normy DIN
EN SO 15883).

Upozornéni

Pouzity ¢iatici a desinfekcni pfistroj musi byt pravidelné udrZovany a kontrolovany.

3.8.1 Strojni alkalické ¢isténi a tepelna desinfekce
Typ pfistroje: jednokomorovy istici/dezinfekéni pistroj bez ultrazvuku

Predoplach <25[77
] Cisténi 55/131 10 DEV W Koncentrat, alkalicky:
- pH~13
- <5 0% aniontové tenzidy
M Pracovni roztok 0,5%
- pH~11*
1] Mezioplach >10/50 1 DEV -
v Termodesinfekce 90/194 5 DEV -
\ Suseni - - - Podle programu ¢isticiho a desinfeké-
niho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska miniméaIné v kvalité pitné
vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojnim Cisténi/desinfekci zkontrolujte povrchy na viditelné zbytky.
3.9  Strojni Cisténi/dezinfekce s ruénim pred¢isténim
Upozornéni

Cistici a desinfekéni pfistroj musi mit ovéfenou Gcinnost (napf. povoleni FDA nebo oznaceni CE na zdkladé normy DIN
EN ISO 15883).

Upozornéni
Pouzity ¢iatici a desinfekéni pristroj musi byt pravidelné udrZovany a kontrolovany.

3.9.1 Ruéni predCisténi ultrazvukem a kartackem

Ultrazvukové ¢&isténi Koncentrat neobsahujici alde-

(chladno) hydy, fenoly a QAV, pH ~ 9*
] Oplach PT 1 - PV -
(chladno)
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych stfikackach, viz Validovany postup ¢isténi
a dezinfekce.

Faze |

» \yrobek Gistéte minimané 15 min v ultrazvukové lazni (frekvence 35 kHz). Pfitom je zapotFebi dbét na to, aby
vsechny pristupné plochy byly namoceny a zabranit vzniku zvukovych stini.

Vyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na povrchu nebudou viditelné zadné zbytky.
V pripadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhodnym €isticim kartacem.

Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu ¢isténi pohybujte.

Zavérem tato mista dikladné proplachnéte pomoci vhodné stikacky na jedno pouziti dezinfekénim roztokem
s Cisticim Uc¢inkem, minimalné vsak 5 krat.

>
>
>
>

Faze Il
» \yrobek diikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).
» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v priibéhu proplachovani pohybujte.

3.9.2  Strojni alkalické ¢isténi a tepelna desinfekce
Typ pFistroje: Jednokomorovy Cistici/desinfekéni pfistroj bez ultrazvuku

Pfedoplach <2577
I Cisténi 55/131 10 DEV ® Koncentrat, alkalicky:
- pH~13
- <5 0% aniontové tenzidy
M Pracovni roztok 0,5%
- pH~11*
1] Mezioplach >10/50 1 DEV -
v Tepelna desinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu ¢isticiho a desinfekc-
niho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)

*Doporuceno: BBraun Helimatic Cleaner alcaline

» Po strojovém ¢isténi a desinfekei zkontrolujte vSechny viditeIné povrchy, zda na nich nejsou zbytky.

3.10 Revize
» Vyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vlhky vyrobek vysuste.

3.10.1 Vizualni kontrola

» Ujistéte se, Ze byly odstranény viechny necistoty. Pfitom je potieba dat pozor zejména na napt. licované plochy,
zaveésy, dfiky, prohloubena mista, vrtaci drazky i boky zubi na rasplich.

» U znecisténych vyrobka: Proces &isténi/dezinfekce zopakujte.

» Zkontrolujte vyrobek, zda neni poskozeny, napf. izolace, zkorodované, volné, ohnuté, rozlomené, popraskané,

opotrebené, silné poskrabané a odlomené dily.

Zkontrolujte vyrobek, zda nechybi napisy nebo nejsou vybledlé.

\yrobek s tzkym dlouhym tvarem zkontrolujte, zda neni zdeformovan (zejména rotujici nastroje).

Zkontrolujte vyrobek, zda neni poskozen spiralovy prvek.

Zkontrolujte, zda nejsou poskozeny fezné hrany, zda jsou hladké, ostré, nevroubkované nebo nevykazuji jina

poskozeni.

» Zkontrolujte povrchy, zda nevykazuji hrubé zmény.

» Zkontrolujte vyrobek, zda nema otfepy, které by mohly poskodit tkan nebo chirurgické rukavice.

» Zkontrolujte vyrobek, zda nema volné nebo chybgjici dily.

» Poskozeny vyrobek okamZité vyrfadte a predejte technickému servisu spole¢nosti Aesculap, viz Technicky servis.

3.10.2 Funkéni zkouska

A\ POZOR

Nebezpedi poskozeni vyrobku (otérem/korozi) v disledku nedostateéného mazani olejem!

» Pohyblivé dily (napF. klouby, posuvné dily a zavitové ty€e) pred funkéni zkouskou naolejujte oSetfovacim
olejem vhodnym pro pouZitou sterilizaéni metodu (napf. v pFipadé parni sterilizace olejovy sprej STERILIT® |
JG600 nebo kapaci maznici STERILIT® | JG598).

» Sestavte rozebrané vyrobky.

» Zkontrolujte fungovani vyrobku.

» Zkontrolujte viechny pohyblivé &asti (napf. zavésy, zamky/zavory, posuvné Easti atd.), zda jsou zcela pohyblivé.
» Zkontrolujte kompatibilitu s pfislusnymi vyrobky.

» Nefunkéni vyrobek okamzité vyfadte a predejte technickému servisu spolecnosti Aesculap, viz Technicky servis.
3.11 Baleni

» Vyrobek s citlivym pracovnim koncem chraiite odpovidajicim zplsobem.

» Vyrobek se zamkem zafixujte otevieny nebo maximalné na prvni zapadce.

» Vyrobek uloZte na prislusné skladovaci misto nebo do vhodného sitového koSe. Zajistéte ochranu ostfi nastroji.
> Sitové ko3e zabalte pfiméFené sterilizaénimu postupu (napf. do sterilnich kontejnerdi Aesculap).

» Zajistéte, aby obal zabezpecil ulozeny vyrobek v pribéhu skladovani proti opétovné kontaminaci.

3.12 Parni sterilizace

Upozornéni
Wrobek se smi sterilizovat pouze v rozebraném stavu.

Upozornéni
Ndstroje s uzdvérem sterilizujte oteviené nebo zafixované maximdiné na prvnizdpadce, aby nedoslo ke zlomeni viivem
koroze z vnitiniho pnuti.
» Zajistéte, aby sterilizacni prostfedek mél pfistup ke viem vnéjsim i vnitinim povrchiim (napf. otevfenim ventild a
kohoutti).
» Validovana metoda sterilizace
- Vyrobek rozeberte
- Parni sterilizace frakcionovanou vakuovou metodou
- Parni sterilizator podle normy DIN EN 285 a validovany podle normy DIN EN ISO 17665
- Sterilizace se musi provést ve frakénim vakuu pfi teploté 134 °C, doba plsobeni 5 min
» Pri soucasné sterilizaci nékolika vyrobkd v parnim sterilizatoru najednou zajistéte, aby nedoslo k prekroceni
maximalniho stanoveného objemu parniho sterilizatoru dle pokyni vyrobee.

3.13 Skladovani

» Sterilni vyrobky skladujte v obalech nepropoustgjicich choroboplodné zarodky, chranéné pred prachem v suchém,
tmavém a rovnomérné temperovaném prostoru.

» Sterilné balené vyrobky na jedno pouziti skladujte chranéné pred prachem v suchém, tmavém a rovnomérné tem-
perovaném prostoru.

3.13.1 Podminky prostiedi
Pro prepravu a skladovani vyrobku plati nasledujici okolni podminky:

Teplota -10°Caz 50 °C

Relativni vihkost vzduchu 10 % az 90 %

Atmosféricky tlak 500 hPa az 1 060 hPa



4.  Technicky servis

A\ POZOR

Provadéni zmén na zdravotnickych prostredcich miZe mit za nasledek ztratu zaruky/néaroki ze zaruky jakoZ i
pripadnych povoleni.

» Na vyrobku neprovadéjte zmény.

» Pro servis a opravu se obratte na své narodni zastoupeni spoleénosti B. Braun/Aesculap.

Adresy servist

Aesculap Technischer Service
Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601
Fax: +49 7461 16-2887
E-Mail: ats@aesculap.de

Adresy dalsich servisti se dozvite prostfednictvim vyse uvedené adresy.

5. Likvidace

/\VAROVANI
Nebezpedi infekce zpusobené kontaminovanymi vyrobky!
» Pii likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obalii dodrzujte narodni predpisy.

A\ VAROVANI
Nebezpedi poranéni o vyrobky s ostrymi hranami a/nebo 3picaté vyrobky!
» Pi likvidaci nebo recyklaci vyrobku zajistéte, aby obal zabraoval poranéni o vyrobek.

Upozornéni
Wrobek musi byt pred likvidaci zpracovdn provozovatelem, viz Validovand metoda tpravy.

6.  Symboly na vyrobku a obalu

@ Pozice "zaviena"

[8 Pozice "oteviena"

~ Pripraveno

7. Distributor
B. BRAUN Medical s.r.o.

V Parku 2335/20

148 00 Praha 4

Tel.: 271091111
Fax: 271091 112
E-mail: servis.cz@bbraun.com
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	Title
	en - activC® handle, reamer guide, chisel guide, trial implants
	de - activC® Handgriff, Fräserführung, Meißelführung, Probeimplantate
	fr - Manche, guide pour fraise, guide pour burin, implants d’essai activC®
	es - Mango, guía de escariador, guía de cincel e implantes de prueba activC®
	it - Impugnatura activC®, guida per la fresa, guida per lo scalpello, impianti di prova
	pt - Punho, guia de fresa, guia de cinzel, implantes de ensaio activC®
	nl - activC® handgreep, freesgeleider, beitelgeleider, testimplantaten
	da - activC® håndtag, rømmejernsstyr, mejselstyr, prøveimplantater
	sv - activC® Handtag, fräsguide, mejselguide, provimplantat
	fi - activC® -kahva, -kalvinohjain, -talttaohjain, -koeimplantit
	lv - activC® rokturis, rivurbja vadotne, kaltu vadotne, izmeginajuma implanti
	lt - activC® rankena, pletiklio kreiptuvas, kalto kreiptuvas, bandomieji 
implantai
	ru - Пробные имплантаты, направляющая для долота, направляю- 
щая для фрезы, рукоятка activC®
	cs - activC® – rukojeť, vodítko výstružníku, vodítko dláta, zkušební implantáty
	pl - Uchwyt, prowadnica rozwiertaka, prowadnica dłuta, implanty próbne 
activC®
	sk - activC® – rukoväť, vodiaci prvok na výstružník, vodiaci prvok na dláto, 
skúšobné implantáty
	hu - activC® nyél, lyuktágító-vezető, vésővezető, próbaimplantátumok
	sl - Ročaj, vodilo za povrtalo, poskusni vsadki activC®
	hr - Ručka, vodilica razvrtača, vodilica dlijeta, probni implantati activC®
	ro - Mâner, ghidaj pentru alezor, ghidaj pentru daltă, implanturi de probă 
activC®
	bg - Ръкохватка, водач на разширител, водач на длето, пробни импланти 
activC®
	tr - activC® tutamağı, rayba kılavuzu, keski kılavuzu, deneme implantları
	el - Λαβή activC®, οδηγός γλυφάνου, οδηγός σμίλης, δοκιμαστικά εμφυτεύ- 
ματα



